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§20.112

§20.81 contained in a drug, or a list of
all ingredients or components in a de-
vice.

(5) An assay method or other analyt-
ical method, unless it serves no regu-
latory or compliance purpose and is
shown to fall within the exemption es-
tablished in §20.61.

(d) The following data and informa-
tion submitted voluntarily to the Food
and Drug Administration are not avail-
able for public disclosure unless they
have been previously disclosed to the
public as defined in §20.81 or they re-
late to a product or ingredient that has
been abandoned and they no longer rep-
resent a trade secret or confidential
commercial or financial information as
defined in §20.61:

(1) All safety, effectiveness, and
functionality data and information for
a developmental ingredient or product
that has not previously been disclosed
to the public as defined in §20.81.

(2) Manufacturing methods or proc-
esses, including quality control proce-
dures.

(3) Production, sales, distribution,
and similar data and information, ex-
cept that any compilation of such data
and information aggregated and pre-
pared in a way that does not reveal
data or information which is not avail-
able for public disclosure under this
provision is available for public disclo-
sure.

(4) Quantitative or semiquantitative
formulas.

(e) For purposes of this regulation,
safety, effectiveness, and functionality
data include all studies and tests of an
ingredient or a product on animals and
humans and all studies and tests on the
ingredient or product for identity, sta-
bility, purity, potency, bioavailability,
performance, and usefulness.

[42 FR 15616, Mar. 22, 1977, as amended at 68
FR 25287, May 12, 2003]

§20.112 Voluntary drug experience re-
ports submitted by physicians and
hospitals.

(a) A voluntary drug experience re-
port to the Food and Drug Administra-
tion on FDA Form 3500 shall be han-
dled in accordance with the rules es-
tablished in §20.111(c)(3)(iii).

(b) If a person requests a copy of any
such record relating to a specific indi-
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vidual or a specific incident, such re-
quest will be denied unless accom-
panied by the written consent to such
disclosure of the person who submitted
the report to the Food and Drug Ad-
ministration and the individual who is
the subject of the report.

[42 FR 15616, Mar. 22, 1977, as amended at 54
FR 9038, Mar. 3, 1989; 62 FR 52249, Oct. 7, 1997]

§20.113 Voluntary product defect re-
ports.

Voluntary reports of defects in prod-
ucts subject to the jurisdiction of the
Food and Drug Administration are
available for public disclosure:

(a) If the report is submitted by the
manufacturer, after deletion of data
and information falling within the ex-
emptions established in §20.61 for trade
secrets and confidential commercial or
financial information and in §20.63 for
personal privacy.

(b) If the report is submitted by any
person other than the manufacturer,
after deletion of names and other infor-
mation that would identify the person
submitting the report and any data or
information falling within the exemp-
tion established in §20.63 for personal
privacy.

§20.114 Data and information sub-
mitted pursuant to cooperative
quality assurance agreements.

Data and information submitted to
the Food and Drug Administration pur-
suant to a cooperative quality assur-
ance agreement shall be handled in ac-
cordance with the rules established in
§20.111.

§20.115 Product codes for manufac-
turing or sales dates.

Data or information in Food and
Drug Administration files which pro-
vide a means for deciphering or decod-
ing a manufacturing date or sales date
or use date contained on the label or in
labeling or otherwise used in connec-
tion with a product subject to the ju-
risdiction of the Food and Drug Admin-
istration are available for public dis-
closure.

§20.116 Drug and device listing infor-
mation.

Information submitted to the Food
and Drug Administration pursuant to
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section 510 (a)-(j) of the act shall be
subject only to the special disclosure
provisions established in §§207.37 and
807.37 of this chapter.

[42 FR 42526, Aug. 23, 1977]

§20.117 New drug information.

(a) The following computer printouts
are available for public inspection in
the Food and Drug Administration’s
Freedom of Information Public Room:

(1) A numerical listing of all new
drug applications and abbreviated new
drug applications approved since 1938,
showing the NDA number, the trade
name, the applicant, the approval date,
and, where applicable, the date the ap-
proval was withdrawn and the date the
Food and Drug Administration was no-
tified that marketing of the product
was discontinued.

(2) A numerical listing of all new
drug applications and abbreviated new
drug applications approved since 1938
which are still approved, showing the
same information as is specified in
paragraph (a)(1) of this section except
that it does not show a withdrawal
date.

(3) A listing of new drug applications,
abbreviated new drug applications,
which were approved since 1938 and
which are still approved, covering mar-
keted prescription drug products ex-
cept prescription drug products covered
by applications deemed approved under
the Drug Amendments of 1962 and not
yet determined to be effective in the
Drug Efficacy Study Implementation
program. The listing includes the name
of the active ingredient, the type of
dosage form, the route of administra-
tion, the trade name of the product,
the name of the application holder, and
the strength or potency of the product.
The listing also includes, for each ac-
tive ingredient in a particular dosage
form for which there is more than one
approved application, an evaluation of
the therapeutic equivalence of the drug
products covered by such applications.

(b) Other computer printouts con-
taining IND and NDA information are
available to the extent that they do
not reveal data or information prohib-

§20.120

ited from disclosure under §§20.61,
312.130, and 314.430 of this chapter.

[42 FR 15616, Mar. 22, 1977, as amended at 45
FR 72608, Oct. 31, 1980; 46 FR 8457, Jan. 27,
1981; 54 FR 9038, Mar. 3, 1989; 64 FR 399, Jan.
5, 1999]

§20.118 Advisory committee records.

All advisory committee records shall
be handled in accordance with the rules
established in parts 10, 12, 13, 14, 15, 16,
and 19 of this chapter.

§20.119 Lists of names and addresses.

Names and addresses of individuals in
Food and Drug Administration records
shall not be sold or rented. Names and
addresses shall not be disclosed if dis-
closure is prohibited as a clearly un-
warranted invasion of personal privacy,
e.g., lists of names and home addresses
of Food and Drug Administration em-
ployees, which shall not be disclosed
under §20.110.

§20.120 Records available in Food and
Drug Administration Public Read-
ing Rooms.

(a) The Food and Drug Administra-
tion operates two public reading
rooms. The Freedom of Information
Staff’s Public Reading Room is located
in rm. 12A-30, Parklawn Bldg., 5600
Fishers Lane, Rockville, MD 20857, the
phone number is 301-827-6500. The Divi-
sion of Dockets Management’s Public
Reading Room is located in rm. 1061,
5630 Fishers Lane, Rockville, MD 20852;
the phone number is 301-827-6860. Both
public reading rooms are open from 9
a.m. to 4 p.m., Monday through Friday,
excluding legal public holidays.

(b) The following records are avail-
able at the Freedom of Information
Staff’s Public Reading Room:

(1) A guide for making requests for
records or information from the Food
and Drug Administration;

(2) Administrative staff manuals and
instructions to staff that affect a mem-
ber of the public;

(3) Food and Drug Administration
records which have been released to
any person in response to a Freedom of
Information request and which the
agency has determined have become or
are likely to become the subject of sub-
sequent requests for substantially the
same records;
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